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This is an appeal froman examner’s rejections of
Clainms 1-9, all clains pending in this application.

1. The claimed subject matter

Claiml is representative of the clained macrol act am
nmonosaccharide anti m crobial conpound and is reproduced in the
attached Appendix. All clainms stand or fall together (Brief on
Appeal , p. 4).

The clains are directed to a macrol actam nonosacchari de
antimcrobial conpound in substantially pure form its
phar maceutical |y acceptabl e salts, pharmaceutical conpositions
conprising the pure conpound or its salts, and nethods for their
adm nistration to hosts having a susceptible mcrobial infection.
“The conmpound is isolated froman antim crobial conplex 517 which
is produced in fernentation under controlled conditions using a

biologically pure culture of the m croorganism Actinomadura

vulgaris subsp. vulgaris SCC 1776, ATCC 53748" (Specification
(Spec.), p. 1, introductory paragraph). The m croorgani smwas
isolated fromsoil collected in Borneo (Spec., p. 3, |ast

par agr aph).

2. The rejections

A Clainms 1-9 stand rejected under 35 U.S.C. § 112, first
par agraph, purportedly because the specification, as originally

filed, did not describe the conpound of fornmula 1 of Cl aiml.
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B. Clainms 1-9 stand rejected under 35 U.S.C. § 103 as
bei ng unpatentable in view of antibiotic AB-85 disclosed in
Japanese Patent Publication 59-18035, published April 25, 1984.

C. Clains 1-9 stand provisionally rejected for
obvi ousness-type double patenting of Clains 1-12 of commonly
assi gned copendi ng Application 07/746, 050.

D. Clainms 1-9 stand provisionally rejected for
obvi ousness-type double patenting of Clains 1-9 and 11 of
commonl y assi gned Application 07/ 746, 059.

3. Di scussi on

A Description requirenent of Section 112

We reverse the rejection of the clainmed subject matter for
nonconpl i ance with the description requirenent of the first
paragraph of 35 U.S.C. 8§ 112. The exam ner’s doubts that the
specification, as originally filed, describes the conpound of
formula 1 of Caim1l, have not been adequately expl ai ned.

Compliance with the description requirenment of 35 U S. C

8§ 112, first paragraph, is a question of fact. Vas-Cath Inc. V.

Mahur kar, 935 F.2d 1555, 1563, 19 USPQ2d 1111, 1116 (Fed. G
1991). To satisfy the description requirenent, the specification
as originally filed nmust convey to persons skilled in the art
that applicants invented the subject matter clained. |In re

Wlder, 736 F.2d 1516, 1520, 222 USPQ 369, 372 (Fed. Cr. 1984),
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In re Kaslow, 707 F.2d 1366, 1375, 217 USPQ 1089, 1096 (Fed. G

1983). However, conpliance with the description requirenent does

not require that the invention be described ipsis verbis in the

specification. |In re Lukach, 442 F.2d 967, 969, 169 USPQ 795,

796 (CCPA 1971). The first paragraph of Section 112 only
requires that the description in the specification wuld have
clearly allowed persons skilled in the art to recogni ze that

applicants invented the subject matter clained. In re CGosteli,

872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. G r. 1989).

The exam ner has the initial burden to explain why persons
skilled in the art would not have recogni zed a description of the
conpound defined by formula 1 of Caim1l in the specification.

In re Gosteli, supra; Inre Wertheim 541 F.2d 257, 263, 265,

191 USPQ 90, 97, 98 (CCPA 1976). Thus, faced with the
qualitative data in the specification and identical |imtations
in Cdaiml, including the NVMR and IR spectroscopy and opti cal
rotation information presented in Table Il at page 14 of the
specification, the argunent by the exam ner that fornula 1 of
Caim1lis not drawn in precisely the sane manner as fornmula 1
on page 2 of the specification does not itself satisfy the

exam ner’s burden to explain why applicants’ specification would
not have descri bed the conpound presently clained to persons

skilled in the art. This is especially true when, as here,
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Mohi ndar S. Puar, a person with nmuch experience interpreting NVR
and IR data, declares that the conpound spectroscopically
described in Table Il on page 14 of the specification is the sane
conpound represented by the formula now appearing in Caim1l
based on his review of the NVMR, IR and optical rotation data in
the specification (pages 2-3, bridging paragraph, of the
Decl arati on of Mohindar S. Puar, Paper No. 26, filed March 26,
1992). In essence, Puar declares that the data in the
specification necessarily describes the inventive conpound
appellants now clained. It is not clear why, but the examner is
not satisfied.

The exam ner does not contradict the Puar Decl aration.
Rat her, the exam ner appears to be arguing that appellants have
not proven that fornmula 1 of Claiml is the “necessary and only
reasonabl e” formula to be given to the conpound spectroscopically
descri bed on page 14 of the specification. Wat is the problenf
The exam ner answers that Puar’s declaration is not persuasive
“because appell ants have not presented any objective evidence
showi ng that the said physicochem cal data is not consistent with
the structural formula presented in the specification, as
originally filed” (Exam ner’'s Answer, paragraph bridging

pages 5-6). W are confused by these renmarks.
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The exam ner does not explain why the data on page 14 of
t he specification does not represent the structural formula
depicted in Caim1l as Puar declares and does not constitute
obj ective evidence that appellants invented the subject matter of
Claim1l at the tinme their application was originally filed. W
can specul ate why the exam ner naintained the rejection, but we
decline to do so.

Deci sions by the Board are based on sound reasoning
supported by evidence. Absent sone reasonabl e expl anation by the
exam ner as to why the data on page 14, especially data which the
art of qualitative analysis recognizes as being capabl e of
di stingui shing i somers (conpare the data reported in Tables |
and Il of the specification, pp. 14 and 16 respectively, and
Table IV, p. 17), does not correspond to fornmula 1 of Claim1l,
we reverse the examner’s rejection

B. Obvi ousness under Section 103

The exam ner has the initial burden of making out a case
for obviousness under 35 U.S.C. §8 103. The examner’'s case for
obvi ousness is supported by the foll ow ng argunents (Exam ner’s
Answer, p. 4):

The Japanese patent discloses a closely anal ogous

anti biotic having the nolecular formula of C;HN,Q.

The only difference between the clainmed conpound and

the reference’s conmpound is a position of a hydroxy

group at the 4'-position. Since the clainmed conpound

is a position isomer of the reference’s conpound and

- 6 -
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since a person having ordinary skill in the art at the
time the instant invention was nmade woul d have expected

t he clai ned conpound to have biological activity simlar
to that of the reference’ s conpound, the clained conpound,
conposition containing the sanme and net hods of treatnent
woul d have been prima facie obvious to a person having
ordinary skill in the art at the tinme the instant

i nventi on was nade.

The two-part criteria for holding that a claimed conmpound
woul d have been obvi ous under Section 103 over the disclosure of
a structurally simlar conpound in the prior art is set out in

In re Payne, 606 F.2d 303, 313-15, 203 USPQ 245, 254-255 (CCPA

1979) and is particularly applicable to this case. First, would
t he undi scl osed structure of the AB-85 antibiotic described by
Japan be understood by persons having ordinary skill in the art
to be so simlar to formula 1 of appellants’ Caim1 that they
reasonably woul d have been |l ed to make and use the conpound of
formula 1 of Claim1l1 for its antibiotic function wth reasonabl e
expectation of success. |1d. at 313, 203 USPQ at 254. Second,
woul d the prior art have enabl ed persons skilled in the art to
make and use the clainmed conpounds, i.e., would it have placed
the cl ai ned conpound in the possession of the public. 1nre
Payne, 606 F.2d at 314-15, 203 USPQ at 255. W need not dwell on
the first criteria, because the exam ner has not supported his
all egation that the clainmed antibiotic conpound woul d have been
obvious with evidence sufficient to justify a conclusion that the
prior art would have enabl ed one skilled in the art to nmake and

-7 -
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use appellants’ antibiotic conpound w thout appellants’
di scl osure.

In his declaration filed March 26, 1992 (Declaration of Mn
Chu (Chu), Paper No. 26), Chu declares (Chu, pp. 2-3):

THAT, the structural fornmula of the antibiotic
AB-85 . . . of the Japanese patent . . . [has] the
formula 2 of this Application . . .[; and]

THAT, based on information and belief and ny
expertise in synthetic organic chemstry, | am aware of
no synthetic chem cal nmethod in existence as of August 3,
1988 of synthesizing the conpound of this invention . :
except by the fernmentation of Actinomadura vulgaris subsp
vulgaris of this invention

In short, Mn Chu declares that he knows of no nethod of
preparing antibiotics including the 3-am no-3, 6-di deoxyt al o-
pyranose radical which is attached as the tal opyranoside to C-6
of the macrol actam agl ycone of this invention fromantibiotics
i ncl udi ng the 3-am no- 3, 6-di deoxymannopyr anose radi cal which is
attached as the mannopyranoside to C-6 of the nacrol actam
agl ycone AB-85 (Chu, page 3).

Faced with Chu’ s declaration, the exam ner responded as
foll ows (Exam ner’s Answer, pp. 6-7):

Even though the Japanese patent does not disclose the

structural fornula of antibiotic AB-85, it would have

been within the ordinary skill in the art at the tine

the instant invention was nade to determ ne the sane using

conventional techniques for structural analysis. As

shown on page 3 of the Declaration by Dr. Puar, the

only difference between the clainmed conpound and the

reference’s conpound is the position of hydroxy group

at the 4'-position on a sugar noiety.
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Wth respect to the synthesizing of the clained
conpound, note that the instant clains are not directed
to the process clains but to product clains. Further,
it would have been obvious to a person having ordinary
skill inthe art at the tine the instant invention was
made to prepare the clainmed conpound by renoving the
sugar noiety of the reference’s conpound by acid
hydrol ysis and by reacting the resulting aglycone
with the desired sugar noiety.

Wil e Chu’ s decl aration of unobviousness is itself supported
by no nore evidence than is the examner’s allegation of
obvi ousness, it is the exam ner who has the initial burden to
sustain his case. In our view, the exam ner’s case of
obvi ousness under 35 U.S.C. 8 103 in view of the teaching of
Japan 59-18035 is purely specul ative. Accordingly, we reverse
the rejection.

C. Obvi ousness-type doubl e patenting

The provi sional obviousness-type double patenting rejection
of Clainms 1-9 in view of the subject matter of Clains 1-9 and 11
of Application 07/746,059 is hereby reversed. The rejectionis
nmoot because the application appears to have been abandoned.

W reverse the exam ner’s provisional obviousness-type
doubl e patent rejection of Clains 1-9 in view of the subject
matter of Clains 1-12 of commonly assigned, copending Application
07/ 746, 050. The exam ner finds (Exam ner’s Answer, p. 3, first
full paragraph):

: [ T]he conflicting clains are not identical :
because the difference between the clai med conpound and
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t he conpound of the copending application is at the 5,

9, or 13 positions. The conpound of the copendi ng

application has a nethyl group at the 5, 9, or 13

position instead of ethyl. Since ethyl is a next

hi gher honol ogue of nethyl, the clainmed conpound is

an obvi ous variant of the conpound clainmed in the

copendi ng application.
The examner’'s finding is clearly erroneous. The difference
bet ween the cl ai ned conpound and t he conpound of the copending
application lies not only at the 5, 9, or 13 position of
macr ol act am agl ycone ring of the clained antibiotics but also in
the difference between the 3-am no- 3, 6-di deoxyt al opyranose i soner
which is attached to C-6 of the macrol actam agl ycone ring of the
conpound clained in this application and the 3-am no- 3, 6-
di deoxymannopyr anose i soner which is attached to C6 of the
macr ol act am agl ycone ring of the conpound clained in the
copendi ng application. As we indicated with respect to the
exam ner’s rejection of Clains 1-9 under 35 U S.C. 8 103 in view
of the teaching of Japan 59-18035, the exam ner has not

establ i shed that a di scl osure of one i soner woul d have enabl ed

persons skilled in the art to nake and use the other.

4. Concl usi ons

We reverse all the exam ner’s rejections.

REVERSED
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